OCT. 30, 1997

VEMORANDUM

SUBJECT: Determning the Need for Tol erances in Livestock
Commodi ti es.

FROM Chem stry Sci ence Advisory Counci
Health Effects Division (75090

TO HED Chem stry Interest G oup

Thi s menor andum addr esses the process for decidi ng whet her
tol erances are required for residues of a pesticide in |livestock
coormodities (nmeat, mlk, poultry, eggs [ MWE]) when residues
occur in raw agricultural commopdities fed to animals. As
described in 40 CFR 180.6, tolerances may or may not be needed
dependi ng upon the | evel of certainty of the presence of finite
residues in the aninmal products If it is concluded that finite
residues will be incurred (180.6(a)(1)) or there is a reasonable
expectation of finite residues (180.6(a)(2)), tolerances wll be
established for MWPE. On the other hand, if there is no
reasonabl e expectation of finite residues in MWE (180.6(a)(3)),
tol erances for residues in those comobdities are not required.

The necessity for MWE tol erances is determ ned by the
results of livestock netabolismand/or feeding studies. As
di scussed in pages 15-16 of guideline 860.1300 (Nature of the
residue-plants, livestock), in sone cases it is possible to
determ ne that a feeding study and MVPE tol erances are not needed
based on the residues in feed itens and the results of the
I ivestock nmetabolismstudy. The exanple cited there has a
dietary burden of 0.01 ppmfor livestock, a 10 ppm radi ol abel ed
dose in the netabolismstudy, and total radioactivity <0.1 ppmin
animal tissues, mlk and eggs. Assuming a |linear relationship
bet ween dose and resi dues, expected residues in aninal
commodities in this instance would be on the order of 0.1 ppb.
As this value is an order of magnitude or nore belowthe |imt of
detection for nethods used to neasure residues in |ivestock
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products, a conclusion can be nmade that there is no reasonabl e
expectation of finite residues in MMPE. Tol erances in such
comodi ties woul d not be required.

I n borderline cases using the concept described above,
reviewers should keep in mnd the species used in the netabolism
study and the duration of the dosing period. In the case of
rum nants, the nmetabolismstudy is normally conducted with a goat
and the dosing period is often only three days. The feeding
study used to determne residues in a nore quantitative manner is
required on dairy cattle with a dosing period of at |east 28
days. Therefore, some caution is required when contenplating
wai ving the cattle feeding study and the need for tol erances.
Wth poultry, the species is virtually always the sanme for the
met abol i sm and feeding studies. Therefore, there may be | ess
difficulty in making the decision on the need for poultry
comodity tol erances based on just the radiol abel ed study.

The above process wherein |ivestock feeding studies and
ani mal tol erances are not required has been used often in recent
years for certain classes of pesticides. |In particular, the
sul fonyl urea and i m dazol i done herbicides often fit into this
category as they produce |ow residues in feed itens and show
mnimal transfer to ani mal products. For nost classes of
chem cal s, however, the livestock netabolism studies do not
permt a conclusion of no reasonabl e expectation of residues in
ani mal products. Livestock feeding studies as described in
gui del i ne 860. 1480 are required in such cases.

Li vestock feeding studies are normally conducted with three
dosing levels (1x, 3x, 10x) where 1x represents the highest
expected dietary burden for the animals when tol erance | evel
residues are present on all potentially treated feed itens. The
studies are typically conducted using lactating dairy cattle and
| aying hens. Refer to 860.1480 for details on how to cal cul ate
the dietary burden and other specifics for conducting such
studies. The general rule for determ ning the need for MWE

tol erances based on the feeding study is as follows. |If
guantifiable residues of concern are found in mlk, eggs or
edi ble tissues (nuscle, fat, liver, kidney [rum nants only]) from

any dosing |level less than or equal to 10x, our conclusion wll
normal ly be that there is a reasonabl e expectation of finite

resi dues and tolerances will be required for animal products. In
order to conclude that there is no reasonabl e expectation of
residues in MWE, there would need to be a |lack of quantifiable
residues in all sanples froma dosing |evel of at |east 10x.

When residues are quantifiable in mlk, eggs or tissues from
a dose of 10x or less, tolerances will normally be set on al
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products related to the animal of interest. |In other words, if a
cattle feeding study shows quantifiable residues, tol erances wll
be set on cattle neat, fat and neat byproducts as well as mlKk.

[ The three tissue tol erances would be set for goats, hogs, horses
and sheep as well.] On a case-by-case basis, however, tol erances
may be set on only one or two of the aninmal products. For
exanple, if no quantifiable residues are observed in nuscle, fat
and mlk at a 10x feeding | evel, but residues are found in |iver
and kidney at 10x as well as the | ower doses, a tolerance would
only be needed on neat byproducts (of cattle, goats, hogs,

horses, sheep) to cover residues in liver and kidney. In other
words, in sone instances the conclusion of “no reasonabl e
expectation of finite residues” may be made for just a portion of
the ani mal products on which we set tol erances.



